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IN THE UNITED STATES DISTRICT COURT 
FOR THE DISTRICT OF QOLUMBIA 



THE HUMANE SOCIETY OF THE UNITED 
STATES, et al, 



Plaintiffs, 



MIKE JOHANNS, SECRETARY, U.S. 
DEPARTMENT OF AGRICULTURE; 
BARBARA J. MASTERS, ADMINISTRATOR 
FOOD SAFETY AND INSPECTION SERVICE, 

Defendants. 



Civ. No. 1:06CV00265 (CKK) 



CERTIFICATION n t ADMINISTR ATIVE Mmpn 

Lynn E. Drckey, pursuant to 28 U.S.C. § 1746, deposes and says as follows: 
1. I am the Director of the Regulations and Petitions Policy Staff of the Office of 
Programs, Policy, and Employee Development. I have held this position since 2003. I review 
most of the regulations that this office prepares for publication in the FederalRcgista. The facts 
attested to herein are based on my personal knowledge. 

2. The documents attached hereto and represented in the Index attached hereto, along 
with the documents submitted by FSIS on February 27, 2006, constitute, to the best of my 
knowledge, a true and complete copy of all documents and materials considered by FSIS in 
reaching the decisions at issue in this matter. 

I certify under penalty of perjury that the foregoing is true and correct. 
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Executed this 12th day of April, 2006, in Washington, D.C. 



Lynn E. Dickey 

Director 

Office of Policy, Program and Employee Development, 

Regulations and Petitions Policy Staff 

Food Safety and Inspection Service 

U.S. Department of Agriculture 
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UNITED STATES DEPARTMENT OF AGRICULTURE 

FOOD SAFETY AND INSPECTION SERVICE 
WASHINGTON, DC 



FSIS DIRECTIVE 



REGULATIONS DEVELOPMENT AND CLEARANCE 



I- PURPOSE 

This directive: 

" (RESERVED) 
I" (RESERVED) 
IV. REFERENCES 

Svetopme™"' 1 ** * ^^ ° f l3WS and Executire or <iers 



governing regulations 



ABBREVIATIONS AND FORMS 



APA 

ANPR 

NEPA 

OFO 

OGC 

OMB 

OPPDE 

OPHS 

OA 

RDDS 

RFA 

SBREFA 



Administrative Procedure Act 

Advance Notice of Proposed Rulemaking 

National Environmental Policy Act 

Office of Field Operations 

Office of General Counsel 

Office of Management and Budget 

Office of Policy, Program Development and Evaluation 

Office of Public Health and Science 

Office of the Administrator 

Regulations and Directives Development Staff OPPDE 

Regulatory Flexibility Act 

Small Business Regulatory Enforcement Fairness Act of 1 9 



DISTRIBUTION: 

Washington Offices; District Offices; 
Technical Service Center; 
Field Service Laboratories 



OPPDE - Regulations and Directives 
Development Staff 
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VI. FORMATION OF DOCKET TEAMS 

A. When is a docket team formed? 

The Deputy Administrator or Associate Deputy Administrator for OPPDE the Assistant 
Deputy Administrator for Policy Analysis and Formulation, OPPDE and It'h RODS 
Director determine that there is a need to form a docket team when 

1 - Legislation requires development of a rule. 

-., .-,- 3 T "e Administrator or other management requests development of 
or identifies the need for a rule or ANPR. development or 

3. There is other good cause to establish a team. 

B. How is a docket team created? 

necessarv Rnnq „ro„T ° PPD ,f mana ? eme n' determines that a docket team is 
S2S7* ? ^ em ° f0r P artici P ati °" °n the team. The memo is 
OPPDF AW f n f »? ' he DepUty Adm inistrators outside of OPPDE, and the 
Mmin, JS Deputy Administrators. The Staff Directors and Deputy 

manaaer^ ^h' 9 ", V m6mberS '° par,icipate in docket lea ™ °r delegate to other 

religion, age, disability, political beliefs, sexual orientation, and marital orfemly status. 

Directors in bLn h ^^ 0PPDE Assistarrt Deputy Administrator meets with the 
OnfJ Z% » , ° r her p :°9 ram a " d decides whether to be represented on the team 
ths H In h f f V6 1 dlrect and si 9" ifica nt involvement in the subject of the docket 
1„ L be devel °P ed Sh0Uld be Resented on the team. RDDS wH be represented 
apprcptt' ^ *" ° GC "I—"™™ ™V P-*P-. on the doc^m when 

VII. DOCKET TEAM MEETINGS 

A. What is RDDS' role in docket team meetings? 

RDDS informs designated team members of proposed meetinqs The RDDS analvci 
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FSIS DIRECTIVE 1232.4 
B. What is the team leader's role? 

During the initial docket team meetings, the team chooses a leader who leads team 
meetings and informs the OPPDE Assistant Deputy Administrate ^ oTpol icy AnaTySs 
and Formulation of the docket team's progress. The team leader may be the RDDS 
analyst or any other member of the docket team. 

C How Kill the responsibilities of each team member be determined? 

toftfdS™™ t'TT 8 the res P° nsibililies ■* <*<* team memberfor contributing 
to the development of preliminary and rulemaking documents. If members of the docket 
team are unable to commit to completing the work, the team leader and RDDS anaS 
consul wrth the OPPDE Assistant Deputy Administrator for Pofcy Analysis and y 
Formulate and the RDDS Director for guidance on how best to addresl The problem. 

VIII. ROLES OF DOCKET TEAM MEMBERS 

which me ,Z h t:'r e s% R sf l !? ana ' ySt ' S "* ** "^'^ <" e *™* ** 

sat^l^ lyS,s V pape ™ 0rk bUrden anal * sis and °'her analyses required b the 

B. What are the roles of the other members of the team? 

h „,„ J ■ To help ensure that rulemaking documents are based on the 

following funcLs: '" 9enera '' d ° Cket ' eam memberS fr0m ° utside RDDS P erf °™ the 
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documents. 



b. 



Assist in the development of preliminary and rulemaking 



., ... . , c - Assist in the preparation of interim reports describinq the 
mt^^^^ 

as needed, on a sublet *EXX£g« ZS ££-& . 

k- . . e " Provid e economic, technical, or public health data on a 

subject related to the docket team member's area of expertise when the data a"e 
available and the member has access to this data. 

and proposed rules, as needed* 6 aSSiSta " Ce '" reSP ° ndin9 ,0 COmments t0 ANPRs 

direct.esthatlmp^ent^S'Te^r^r^^c^s^leam 
dTvrpmrnttam ^ 9 """ ""*■ * "' °™ aS ™«^» *^*S? ^ 

IX. CLEARANCE OF DOCUMENTS 

A. Who Is responsible for circulating documents through clearance? 

When the team completes work on a document, the RDDS analyst circulates the 

B. Ho,* W fl/ tf,e doefcet team address commute from rewewmg offices? 

tIe e ,f DDS ana ' ySt adViS6S the team leader of comments received on documents durino 
arouo aI m„ h 9 T 8 ' contactln 9 '""'^^ team members, or reconvening the 
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FSIS DIRECTIVE 1232.4 
the dLJ^f 5 " ^ d ° Cket ^ mee ' "*» re " few '"9 «"*- """n g 

V^T 53 ^ T^ With Agency mana 9 e ™nt, the Department, OGC, or OMB on 
PniK f T" S th ! C J earance process - ,he 0PPDE Ass '"stant Deputy AdmfnStrator fbr 
and RDDf/n'^", F °T' ation ' in co " sulte «°n "«h the RDDS D^recto'Team ea de ° 
and RDDS analyst, will decide who will attend the meeting. 

X PRELIMINARY DOCUMENTS 

InhliS^D T deVe '? S prelimina ^ documents before a regulation or ANPR is 
published. Preliminary documents are described as follows: 

RDDS t„ri. I he d ° C ?i '! am deVe '° PS a Prelimini "y ^port as quickly as possible 
RDDS sends the report to the Deputy Administrator of OPPDE Once the Deoutv 
Admmistrator approves the preliminary report, it serves as the basisfo development of 

1,^ P ,"' ' he Unified regU,atory a 9 enda and re 9 u ' a «"y Plan and The rule o? ANPR 
underdevelopment. The preliminary report answers the following quesflons 

accomplish? 1 ' What ' S '^ PUrf> ° Se ° f the action? What is '< intendetl to 
industry segments, wS^S^f >" FS ' S ' "« ° r «" al a =«°" **. which 

costs and benefits? What is the relative public health risk with each option? 

is needed? 6 ' " * ** aSSessment needed? " *>■ w" a < ^ of risk assessment 

documents, an"d the ^Sg^^Offl^"^'"*'"™*' 
and rulemaking documents? "" """^ re « uiremen,s f °' da «"°P<ng the preliminary 
9. How will FSIS enforce the approach being proposed or adopted? 
Page 5 11/20/01 
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10. What measures will FSIS use to assess the success of the 
approach being proposed or adopted? 

UK- 11 ' Whatother documents will FSIS need to develop to implement the 
approach being proposed or adopted? p e 

fin=i „ i „ 1 ?' . Whal informalion is n «eded to develop the ANPR. proposed rule or 
finalruleandwhatare potential sources of this information? 

B. The Workplan document is used to initiate a regulatory action. 

„,■ ■ , J' t . Tne worl <Plan provides a description of the contemplated reoulatorv 
act, on , mcluding objectives, alternatives, and expected results of fh< rSSJSr 

2 The information in the workplan is used to determine the reaulatnrv 
classiflcation of the regulatory action and designate the appropriate SoSX^ 

th=. -T f ° C ' aSSify regUlatory aclions wlth res P ect <° 'he degree of oversicht 
Sp,?Sr fo ^^? ,lar re9Ula ' 0,y ac,i0n - The te ™ ™ NON-SIGMFKANT 
S2S7T Y SIGNIFICANT; two definitions of Major: MA?OR as 
defined by the Federal Crop Insurance Reform and Department of Agriculture 

ReZto™ f! °' 1 ?p 4 and MAJ ° R aS defined * subtille E ° f ». Sma ^Business 
Regulatory Enforcement Fairness Act of 1 996; and EXEMPT. 

for r P vlPw aJt ( RDDS !T dS * e work P |an t0 lhe Deputy Administrator of OPPDE 

senate The Under r t a " d . then '° ^ Und6r SeCretary for Food Safet y ^ ^view and 
n-rTrt™ I ™ Secretary recommends a regulatory classification The 

and SESSSS^ 3W and , P °" Cy Analysis then sends ,he w ° rk »' a " to OMB 
and OMB provides the official regulatory classification. 

,w °' k„ T. he , Unified Re 8 ulat <»y Agenda and Regulatory Plan are documents 
that are published ,n the Federal Register. Any rule that has a workptenTha°OMB has 

anrarb a ;!s' n The e uni fi th H e R UnJfl f d ( R T' a,0ry Agenda ' which is Polished on a semt 
»T n if * . ed Regulatory Agenda includes a summary of the rule the leoal 

th ruTes ha, FfiS IS a d d T^' dead " ne f ° r * he action. AddTtionahnformatfon^n 
RennlLfni? b, FSIS considers to be the most significant would be included in The 
Regulatory Plan, which is published annually. 

XI. COMPONENTS OF AN ANPR 

A. Discussion of relevant existing regulations and statutes. 

B. Regulatory changes FSIS is considering proposing. 
C Reasons that FSIS is considering regulatory changes. 
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FSIS DIRECTIVE 1232.4 
D. Alternatives that FSIS is considering. 

considered. Pre ' iminary discussi °" <* costs and benefits of the changes being 

F. Request for comment. 
XII. COMPONENTS OF A PROPOSED OR FINAL RULE 

A proposed or final rule typically includes: 

statute^ bJTffSJpSEEr ° f ' he Pr ° ViSi0nS °' ^ "* and * e " eed f ° r a " d the 

nil. J* A re9ula , lor y im P act analysis estimating the future costs and benefits of the 
rule and discussion of regulatory alternatives considered. If the rule i , designated °non 
s,gn,f,canf or "exempt," a detailed regulatory impact analysis is not requted 

businesses. * diSCUSSi °" "' ^ eS " mated eCOn0mic '""<*"* of the regulations on small 

D. Statements addressing relevant Executive orders. 

codiJintne'SS^^ 

humantfety^rSorenf he * ** " "^ "* ^ affecls h ™ a " >"-*. 
XIII. DIRECTIVES, NOTICES, AND COMPLIANCE GUIDES 

A. How do Inspection-related directives relate to regulations? 

for the clearance and issuance of inspection-related directives. ^sponsible 
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B. How does an inspection-related notice differ from an inspection- 



related directive? 



An inspect on-related notice provides instructions and information to FSIS personnel on 

S«r S ' 0ne - ,ime aCtivi,ieS ' and clarifi <*>tion of inspection-related 
directives. Notices expire one year after they are issued. Docket teams are not 

e P sp C o a ns y iole V t e »h ? ^ deVelo P ment ° f '"spection-related notices. rSdJTs 
responsible for the clearance and issuance of inspection-related notices. 

C. When does FSIS develop compliance guides? 

wrSStlielKfl" ?t' rules ' FSIS m£ * devel °P compliance guides that 

ESS™"-— a-xraAss* 

fl/' Acting Deputy Administrator 
)<p"^ Office of Management 

Attachment 

1 Devetopment LaWS and EXe ° U " Ve ° rderS GoVernin 9 Regions 
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FSIS DIRECTIVE 1232.4 
ATTACHMENT 1 

SUMMARY OF LAWS AND EXECUTIVE ORDERS 
GOVERNING REGULATIONS DEVELOPMENT 

1 Federal Meat Inspection Act, Poultry Products Inspection Act and th= c„„ 

sSons 9 - The APA a ' S0 Pr ° VideS ' hal Pr ° p0sed rule " are "°* required ^certain 

3^ Executive Order 12866, Regulatory Planning and Review This Execute 

ITS ,? a ' Fede : a ' rUlemakin9 ' lm P° rtartl ^ i( *U» Agencies ,o conduc 'cost 
andbenefit analyses for proposed and final regulations that are "slgnificam'regulatony 

IgenciSto adher^o™!, 2988 ' CM ' JUSt,Ce Refom - Thls E * ec * e «** instructs 
Agenc es to adhere to certain requirements in the development of new and revised 
regulations to avoid unduly burdening the court system. 

5 Unfunded Mandates Reform Act of 1995. This Act requires Aqencies to 
esfmate the cost of Federal rulemaking to State, local, and tribal governmel 

7. Regulatory Flexibility Act. The RFA requires Agencies to estimate the 
SpTioZ^,^^ 

8. Small Business Regulatory Enforcement Fairness Act of 1996 (Contain* 

doZT? a " d "I™ 9 a " annual economic im P act ° f « hSSS XonTn 1994 
dollars contam a nsk assessment and cost-benefit analysis. 
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10. Departmental Regulation 1512-1, Regulatory Decisionmakinq 
Reqmrements. These regulations are intended to provide a consistent process for the 
development and review of all USDA regulatory actions. 

th» r™^' f nv ! ronm <>ntal Policy Act (42 U.S.C. 4321 et seq.) and 
Art»nZ E " V ' r0nmen,al Quali «y Regulations (40 CFR parts 1500-1508). This 

Act and these regulations require Federal Agencies to conduct environmental impart 
analyses for regulatory actions. FSIS has been granted a categotoTexcluslon from 
NEPA requirements by USDA regulation (7 CFR 1b.4), unless IteTgeZS 
determines that an action may have a significant environmental effect" 

In MlJ^f f W ??"' 12898 ' Federal Actions *° Addre ss Environmental Justice 
er^ re/F?d»° P , U I °" S "J" Low - |n «"™ Populations. This Executive "Ser 

on State or local governments or that preempt state law. "Jmpnance costs 
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UNITED STATES DEPARTMENT OF AGRICULTURE 

Regulatory Review Workplan Workplan X 

E5!s> OMB Revie w X 

(Agency Name) 



DESIGNATION OF SIGNIFICANCE- (Under/Asst. Secy.) 

NON-SIGNIFICANT 

N0N-SIGNIFICANT (Policy Oversight) 

j/siGNIFICANT 

ECONOMICALLY SIGNIFICANT 

MAJOR - (Public Law 103-354) - ORACBA 

MAJ OR - (Public Law 104-121) - SBREFA 



Date: 11/05 
Special Handling Requirements 



^-0->e>tV^p-=& l^cJi-Uto, 




Designation ; t 1,-,A 5j^ 
Date- \Ja/~, °' 



' &>**- ° 



RIN# f) VS-3 - /)i\3 I 



Work Plan #Qy--cmDat B : \vto3/ 0i - 



Descriptive Titfe 



terim final rule: Ante-Mortem Inspection of Horse 



(Continued on Page 2) 



Schedule : (Enter dates] 



Pre-Notice: 

Direct Final: 



Proposal: 1/2006 _ Hearings/Meetings- 
_ Other: 



. Final: 12/04 
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to conduct ante-mortem inspection of horses, the conference 
report provides that the Department of Agriculture Ts obUaed 

SvrceT^ fUndS ' SXCePt fM —«- « ElES inspection 
Backgroun d: Section 794 of the FY 2006 Agriculture »,,„! 
of its enactment, none of the FY 2006 I„ri ^ ? "l r the date 

si e ^e 8 r a L^e r a i2ed TSe y ^nfS f "P^ ™^-ts that 
committee of ^„^ J S S^anS S^oof ^ 
cSeTthat th U n Stat , eS ' ~ Zt la the -derst" ding of the 
to^rovioVfor the' taL a e r ctiSn f T W"? 5 BXlS «°9 <*»**« 
consumption (domestic and e^portedf The'con^ ^ ^^ 

ssr-s-.^ sa^'^^s^ of 

the FY 2006 Ippropriatron ^f^^^^^^S^iT^SilitiHt with 

CSS^K: l~- =- - ^"S-^rtem 
appropriated fundf lor Lst-mortem ^friction on the u S e of 

for service P^JW^t^t*^^? ^e^' f « 

/VKU.ZLO 
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( ( 

Statutory basis for action : FSIS is establishing a program under 
whrch official establishments that wish to slaughter houses can 

Act nn*T r m ?S??>,fr Pe 5: l0n Under thS fl 9 ricu ""ral Marketing 
Act (7 U.S.C. 1622(h)). The Agricultural Marketing Act provides 
the Secretary of Agriculture with the following authority- "To 
inspect, certify, and identify the class, quality, quantity, and 
condition of agricultural products when shipped or received in 
interstate commerce, under such rules and regulations as the 
col ShL° r Agr " u " ure may prescribe, including assessment and 
S SJ SU S eSS aS Wil1 be reasonable ^d as nearly as 
may be to cover the cost of the service rendered, to the end that 
agricultural products may be marketed to the best advantage, that 
trading may be facilitated, and that consumers may be able to 
obtain the quality product which they desire, except that no 
person shall be required to use the service authorized by this 
si_iJDSsct ion - 

Under this interim final rule, the fees for ante-mortem 
inspection of horses are necessary to cover the costs of 
inspection services rendered. Official establishments that 
slaughter horses will pay for ante-mortem inspection at the rates 
that apply to exotic animal establishments under voluntary 
inspection (S 352.5). Therefore, the fees that official 
establishments that slaughter horses will pay for ante-mortem 
inspection are reasonable. 

Sections of the CFR a ffected by changes : FSIS is amending part 
352 of the Federal meat inspection regulations to provide for a 
voluntary, fee-for-service program in which official 
establishments that slaughter horses can apply for and pay for 
ante-mortem inspection. Part 352 currently includes provisions 
for the voluntary inspection and certification service for 
wholesomeness relating to the slaughter and processing of exotic 
animals (reindeer, elk, deer, antelope, water buffalo, or bison?. 

e^Hi S i nt " lm " nal rule ' FSIS is specifying that official 
establishments that wish to slaughter horses can apply for 
voluntary ante-mortem inspection according to § 352 3 and that 
such establishments will pay the base time, overtime, and holiday 
»Sjh,f * an t e - mo J tem inspection that apply to exotic species 
establishments under voluntary inspection according to § 352 5 
^L^ eri T ""f 1 ™ le Provides that if an establishment that' 
oaS 35? S? h °" eS meetS the ^PP^oable requirements in 
part 352, FSIS inspection personnel will conduct ante-mortem 
inspection at the establishment according to § 352 10 and all 
provisions in part 309 that pertain to horses will apply 
Therefore, official establishments that slaughter horses will 
receive ante-mortem inspection consistent with other official 
establishments that slaughter livestock. 

5||nl||oaympact: This rule requires that establishments that 
wish to slaughter horses pay the base time rate of $43 64 Der 
hour per program employee <S 391.2). FSIS personnel typically 
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conduct ante-mortem inspection for 10 to 15 hours per week at 
each official establishment that slaughters horses. Therefore, 
each establishment will pay approximately $22,693 ($43 64 * 10 ' 
hours * 52 weeks) to $34,039 ($43.64 * 15 hours * 52 weeks) for 
base time ante-mortem inspection in FY 2006. There are three 
official establishments that slaughter horses. Therefore, total 
costs of the rule will range from approximately $68,079 to 
$102,117 in PY 2006. 

The benefits of this rule are those profits that horse slaughter 
establishments realize by continuing to operate in FY 2006. 
Therefore, official establishments that slaughter horses will 
only incur expenses for voluntary ante-mortem inspection if they 
continue to realise profits. 

Expected effects on small entities : All the establishments 
affected by this rule qualify as small under the Small Business 
Administration definition of a small business. FSIS has 
estimated that each official establishment affected by this 
proposal would pay approximately $22,693 to $34,039 in FY 2006 
for base time ante-mortem inspection. These fees are reasonable 
and the establishments should be able to continue to realize a 
profit after paying these expenses. 

T ime pressures associated with this action : The section of the 
FY 2006 Appropriations Act that prohibits the use of appropriated 
funds for ante-mortem inspection of horses is effective 120 days 
after the date of enactment of the Appropriations Act. Follow™ 
this effective date, if FSIS does not establish a means for 
official establishments that slaughter horses to obtain ante- 
mortem inspection, these establishments will not be able to 
operate and presumably will be forced out of business. 

Justification for designation of significance : Because this rule 
affects all official establishments that slaughter horses, FSIS 
believes this rule would be significant. 



Additiona l Instructions from Under or Assistant Secretary : 

(for use at the discretion of policy official) 



Required Analysis : (check all that apply) 



X Regulatory Impact Analysis u Regulatory Flexibility Analysis 

n n 

u Environmental Impact Assessment u Civil Rights Impact Analysis 
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J , ' 



u Family Impact Analysis u Federalism Assessment 

n 

u Constitutionally P 

Rights Assessment 



1 ' n 

u Constitutionally Protected Property u Property Rights Assessment 



Agency Contact: [Name, mailing address, phone) 

Lynn Dickey 

Regulations and Petitions Policy Staff 

Office of Policy, Program and Employee Development 

Food Safety and Inspection Service, USDA 

Washington, D.C. 20250-3700 

Phone (202) 720-5627 

Fax (202) 690-0486 



Agency Head Approval : 



OBPA Reviei 



Signature: IfMp-i MlI/Lx. Date: lllv>\«5 

Comment: 



Name: Kyhu^rplt^^)/^ Date: ft/Wfl T 
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